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Who will benefit from this module?

Module outline

Learning objec�ves

   
Module outline
- Defining varia�ons
- Determining varia�on types
- General procedural aspects
- Varia�ons via the Centralised
  Procedure
- Varia�ons via the Mutual 
   Recogni�on Procedure
- Case study
- Assessment

Changes to the terms of marke�ng 
authorisa�ons for medicinal products, called 
varia�ons in Europe, must be no�fied to or 
approved by the relevant regulatory 
authori�es. Varia�ons include changes to the 
composi�on of products, their manufacturing 
processes, the way they are used, or the 
indica�ons for which they are authorised. 
Common approaches are adopted within the 
European Economic Area to varia�ons to 
marke�ng authorisa�ons approved through 
the Centralised, Decentralised or Mutual 
Recogni�on Procedures. Recent legisla�on has 
substan�ally modified the regulatory 
requirements and extended them to purely 
na�onal authorisa�ons by member states. This 
module, which is fully up to date with the new 
legisla�on, covers the classifica�on of 
varia�ons into their several types and the 
regulatory requirements, guidance and 
procedures to be followed for each type.

Regulatory affairs and compliance staff, and all 
those who contribute to regulatory 
submissions, will find the module an 
invaluable introductory training course and/or 
a useful reference tool.

Define the concept of varia�ons to 
marke�ng authorisa�ons in the EEA. 

Iden�fy which type of varia�on is 
appropriate for each kind of change to be 
made. 

Iden�fy the documenta�on required to 
support the varia�on. 

Describe how to prepare and submit 
varia�on no�fica�ons or applica�ons 
appropriate for each type of varia�on and 
route of regulatory approval, including 
op�ons for grouping of varia�ons and for 
work sharing of assessment.

Defining varia�ons
This session iden�fies and characterises the 
different types of varia�on. 

Determining varia�on types
This session looks at the reasons for varia�ons 
and describes how to iden�fy the type of 
varia�on appropriate for each change 
required.
 
General procedural aspects
This session describes the different routes to 
regulatory approval of varia�ons, iden�fies 
which is appropriate for a given product, 
specifies the suppor�ng documenta�on 
necessary, and describes the provisions for 
grouping mul�ple varia�ons into a single 
submission and for work sharing of regulatory 
assessment among member states. 

Varia�ons via the Centralised Procedure
This session describes the processes specific to 
the submission and processing of varia�ons 
no�fica�ons and applica�ons through the 
Centralised Procedure. 

Varia�ons via the Mutual Recogni�on 
Procedure
This session describes the processes specific to 
the submission and processing of varia�ons 
no�fica�ons and applica�ons through the 
Mutual Recogni�on Procedure. 

Case study
A case study of a flawed submission process. 

Assessment
Mul�ple-choice mastery assessment. 

SUB06

•

•

•

•

Category: Regulatory Submissions

Region: Europe

CPD Points: 3.5

Zenosis products are sold and maintained by grapl ltd.zenosis
Learning for life


